COOTBETCTB
0 1. 75 N2 12731

OT 2L U AULD

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Moxkcudnokcanun, 400 Mr, TaGJIETKH, TOKPHITHIC TUICHOYHONH 000JIOUKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JlelicTByto1I€€ BEMIECTBO: MOKCH()IIOKCAITIH.

Kamz[a;l Ta6J'IeTKa, IMOKPbITasA IUICHOYHOM O6OJ'IO‘IKOI>1, COACPIKUT MOKCI/I(bJ'IOKCElI_II/IHa

THJIPOXJIOPH, SKBUBaJIEHTHBIH 400 MI MOKCH(IIOKCAIIMHA.

BcnomorarensHbie BCHICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npemnapara: Jaktosa (cm. paszaen 4.4).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu, MOKPHITHIE INIEHOYHOM 000T0YKOM.

Kpyrible ABOSKOBBINYKIIbIE TAOJETKH, OKPHIThIE TUIEHOYHON 000JI0UKON OT CBETIIO-KEJITOIO 10

CBETJIO-KOpUYHEBOTO 1BeTa. Ha momnepednoM paspese TabIeTKH - AP0 CBETIIO-KEITOTO I[BETA.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

HpenapaT MOKCI/I(I)J'IOKCaI_[I/IH IIOKa3aH HJIA JICUCHUA I/IH(I)CKI_II/IOHHO'BOCHaHI/ITeHLHHX

33.6OJICB8.HI/II>'I, BbI3BAHHBIX YYBCTBUTCJIbHBIMHA K MOKCI/I(I)J'IOKCB.I_II/IHY MHUKPOOpPTraHU3MaMu:

® HEOCJIOKHEHHbIE MH(PEKIINN KOXKH U OJIKOXKHBIX CTPYKTYD;

e BHeOOJLHUYHAS ITHEBMOHHUA, BKJIHOYasda BH€6OJ'II)HI/I‘-IHYIO ITHEBMOHUIO, B036y211/ITCJ'I${MI/I

KOTOpOfI SABJIFOTCA IITaMMbl MUKPOOPIraHU3MOB C MHOKECTBEHHOM PE3UCTCHTHOCTBHIO

AHTUOHOTHKAM™;

K

® OCJOXKHEHHble WHQEKUUU KOXHU M TOAKOXKHBIX CTPYKTYp (BKJItOuUas HHQPHUIMPOBAHHYIO

JTNa0ETUYECKYIO CTOMY);
® OCJIO)XHEHHBIE WHTpPaadJOMUHAIIbHBIE MH(EKIINH, BKIIOYas MOJIUMHUKPOOHBIE WH(]EKINH,

TOM YHCJIe BHYTPHUOPIOIIMHHBIC a0CIECCHI,

B

® HEOCIIO)KHEHHBIE BOCIIAIUTEIIbHBIE 3a00ICBaHUS OpraHoB MaJIOT'O Ta3a (BKJ'IIO‘-IaSI CaJIbIIMHTUTHI

U DHJIOMETPUTHI);

I[J'IH JICYCHUA CJIICAYHOIIUX I/IH(I)CKI_II/IOHHO-BOCH&J'II/ITCJ'ILHBIX 3a00JIeBaHUM MOKCI/I(I)J'IOKCH.I_[I/IH

MOXKCET MNPUMCHATHCA TOJBKO B KauCeCTBC AJIBTCPHATUBLI JPYIruM HpOTI/IBOMI/IKpOGHHM
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npenapaTam:

® OCTpBIN CUHYCHUT;

e 000CTpeHUE XPOHUYECKOTO OPOHXUTA.

*Streptococcus pneumonia ¢ MHOXECTBEHHOW PE3UCTEHTHOCTHIO K AHTHOMOTHKAM BKJIFOYAOT
IITAMMBI, PE3UCTCHTHBIE K TMEHUIWUIMHY, W IITaMMbI, PE3UCTEHTHBIE K IBYM WIH Ooee
AHTHUOMOTUKAM U3 TaKUX TPy Kak neHnuWwuuHb! (mpu MUK > 2 mxr/mi), nedanocnopunsr |l
MoKoJIeHUS (LIeypOKCHUM ), MAKPOJIH/IbI, TETPALMKINHBI U TPUMETOTIPUM/CYIb()aMeTOKCa30I.
HeoOxonumMo mpyuHUMAaTh BO BHUMaHUE JEUCTBYIOIIME OPUIMATbHBIE PYKOBOACTBA O MpaBHIIaX

MMPUMCHCHUA aHTI/I6aKTCpI/IaHBHBIX CpCACTB.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

Pexxum 103upoBaHus

Pexomenyemsrii pexxum no3upoBanust Mokcudiaokcaruaa: 400 mr (1 tabnerka) 1 pa3 B 1eHb.

IIpooonocumenvrocms mepanuu:

[TpooIKUTENBHOCTD JIEYEHUs OIpEeIIseTCs JOKaIu3alued U TSKECTbIo MHPEKIMH, a TaKkxKe

KIIMHUYECKUM 3P (HEKTOM:

® HEOCIIOKHEHHBIE NH(EKIIUN KOXKH U TIOAKOKHBIX CTPYKTYp: 7 ITHEH;

e BHEOOJbHMYHAS IHEBMOHMS: 0OOIIasg  MPOJODKUTENBHOCTh — CTYHNEHYaTOH  Tepanuu
(BHYTpUBEHHOE BBEJIEHHUE C MOCIEIYIOLUIMM IPUEMOM BHYTPh) cocTaBisieT 7—14 nHel;

® OCJIO)KHEHHbIe MH(MEKLUUU KOXHM U TIOJKOXKHBIX CTPYKTYp: 0OLIas MpOJOKUTEIBHOCTh
CTYNEHYaTOM Tepamuu MOKCH(IOKCAMHOM (BHYTPUBEHHOE BBEICHHE C MOCIEAYIOIINM
IIPUEMOM BHYTpPh) cocTaBisieT 7—21 neHs;

® OCJOXHEHHBbIE HHTpaaOJOMHUHAJIbHbIE HWHGMEKIHH: OO0IIas AJUTEIbHOCTh CTYIEHYaTOM
Tepanuu (BHYTPUBEHHOE BBEJICHHUE C MTOCIIEAYIOIUM IPUEMOM BHYTPh) COCTaBisAeT 5—14 nHei;

® HEOCJIOKHEHHbIE BOCTIAJIUTENbHbBIE 3a00I€BaHUS OPTaHOB MaJIOTo Ta3a — 14 aHei;

® OCTpBIN CUHYCUT: 7 JTHEH;

e o0OocTpeHue XpoHudeckoro oponxuta: 5—10 nHei.

He cnenyer npeBblaTh pEKOMEHIYEMYIO ITPOJOJIKUTEIBHOCTD JICUECHUS.

[Io pgaHHBIM KIMHUYECKUX HCCIIEJOBAHUM MPOAOKUTENBHOCTh JICUEHUS IpPEernapaTom

Moxcuduiokcard B TabieTKax MOXET TOCTUTaTh 21 J1eHb.

Iponywennas 0o3a

B ciydae npomycka 10361 IIpenapara ee cieayeT NPUHAThH B J1I000e BpeMsi, HO He TMO3/JHEe YeM 32

8 4acoB /10 CIEAYIONIEH 3arlaHupOBaHHOM J03bl. Ecu 10 ciemyromiel 103kl OCTaeTcs MEHee

8 yacoB, TPOIYIIEHHYIO 03y HE CJeIyeT NMPHHHMAaTh, a JICYCHHE CIEAyeT MPOJOJDKUTH B

COOTBCTCTBUHU C PCKOMCHIOBAHHBIM Fpa(I)I/IKOM nmpuema tabnerok. He CJICAYCT IMPUHUMATH
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JIBOMHBIE JT03BI JJISI KOMIICHCAITUU TIPOITYIIIEHHO

Oco0ble rpyIInbl NALMEHTOB

Tlayuenmul nodicunoco 6ospacma
H3MeHeHus pexxuMa J03UPOBaHUsl Y MOXKHIIIBIX MTallMEHTOB HE TpeOyeTcs.
Tayuenmsi ¢ HapyweHuem QyHKyuy novex
VY manueHToB ¢ HapymieHueM (DYHKIIUU MOYeK (B TOM YHCIE MPH TSHKEJIOW CTENEHU MOYeYHOU
HEJJOCTATOYHOCTH C KIMpeHCOM KpeatmHuHa < 30 mn/mun/1,73 M?), a Taxke y HalMEHTOB,
HAXOJSIIUXCS HAa HEMPEPHIBHOM T'eMOAMANN3E U JUIUTEILHOM aMOyJIaTOPHOM MEPUTOHEATbHOM
JUaln3e, N3MEHEHUS PeKMMa 1I03UpOBaHUs He TpeOyeTcs.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
B cBs13u ¢ OrpaHUYeHHBIM KOJIMYECTBOM KIMHHYECKUX JAaHHBIX MPHUMEHEHHE MOKCH(IOKCAIIHA
MPOTUBOMNOKA3aHO TMalMEHTaM C TsDKEJNbIM HapylieHueM ¢GyHkuun nedeHd (kigacc C mo
knaccudukanuu Yaina-I1p10) 1 manyenTam ¢ NOBBIIICHHEM TpaHCAMHHA3 0ojiee YeM B MATh pa3
BBIIIE BEpXHEH TIpaHulbl HOpMBI. [lamueHTam € JIETKOM M CpeJHEH CTENEHbI0 HapyLICHUS
¢ynkunn medenn (kmacc A mimm B mo knaccudumkamum Yainga-I1pi0) M3MeHEHHS pexuMa
JIO3UPOBaHUs HE TpeOyeTcsl.
Ilpumenenue y nayuenmos paziudHulX SMHULECKUX 2PYNN
M3MeHeHns pexuma J03UPOBaHUs HE TpeOyeTcs.

eTH
[Tpenapat Moxkcudnokcaliid NpoTUBOIIOKAa3aH y AETel U MOJIPOCTKOB B Bo3pacte A0 18 ner.
O¢ddexkTnBHOCTE U 0€30MACHOCTH MPUMEHEHUs MOKCH(IIOKcaluHa y J1eTel U MOJIPOCTKOB He
YCTaHOBJICHBI (CM. pazzaen 4.3).

Criocob nnpruMeHeHu s

BuyTps.

Ta6HeTKI/I, IOKPBITHIC IJIEHOYHOM O60J'IO‘IKOI\/’I, CJICAYCT MPOrjIaTbIBaTh HCJINKOM, HC PA3KCBbIBAs,

3arurBasg JOCTATOYHBIM KOJIMYECTBOM BOABI, BHC 3aBUCHUMOCTH OT MpUEMa IMHUIIH.

4.3. IlpoTuBONOKa3aHUS

e [ unepuyyBCTBUTEIBHOCTh K MOKCU(IIOKCAIIMHY, APYTUM XMHOJIOHAM, (PTOPXHUHOJIOHAM H/HJIH K
1r0060My M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3jene 6.1.

e Bo3pacr 1o 18 ner.

e bBepeMeHHOCTb U Iepuo/] IPYIHOT0 BCKapMIIMBaHUS (CM. pa3zaen 4.6).

e Hannume B aHaMHe3e TATOJIOTUM CYXOXXWJIMH, pa3BUBLICHCS BCIEACTBUE JICUEHHS

AHTUOMOTHKAaMU (TOPXHHOJIOHOBOTO psija.

e B JOKIMHHYECKHX M KIMHUYECKHX HCCISIOBAHHUIX IIOCIE BBEIACHUS MOKCH(I)J'IOKC&LII/IHEL
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HaAOJIFOJAJIOCh U3MEHEHHE 3J'ICKTp0(1)I/ISI/IOJ'IOF[/I‘IeCKI/IX( ﬂ%&ﬂéﬂ&ﬁb“eﬁﬂh“ﬂ&baﬁ&sh% .(IDSI B

ynnuHeHun uHTepBaga QT. B cBsBu ¢ 3TUM, TNpuUMEHEHHE MOKCU(IOKCAIUHA
MPOTUBONOKA3aHO Y MAIIMEHTOB CIEAYIONINX KAaTerOPUi: BPOXKIECHHBIC WM MPUOOPETCHHBIE
JIOKYMEHTUPOBaHHbIC yJIMHEHUss WHTepBasa QT; AIeKTpOJUTHBIC HApYIIEHUs, OCOOCHHO
HEKOpPPETUPOBAaHHAS THUITOKAJMEMHUsI, KIMHUYECKH 3HauyuMas Opaaukapius; KIMHUYCCKU
3HauUMMasi CepJeYHasl HEIOCTaTOYHOCTh CO CHIDKCHHOH (Qpakiueil BbIOpoca JIEBOTO
JKETyJ0UKa, HaJu4Yue B aHaMHE3€ HapYIIEHWW PUTMA, COMPOBOXKIABIIUXCS KIMHUYECKOU
CHUMIITOMAaTHKOM.

e MoxkcudioKkcalH HeJlb3s IPUMEHSTh C IPYTUMH MpenapaTamMu, yIJTHHIONMMU nHTepBait QT
(cm. pasnen 4.5).

e B CBsI3M C OrpaHUYCHHBIM KOJMYECTBOM  KJIMHHYECKHX JAHHBIX TMPUMEHEHHE
MOKCHJIO(KCAllMHA MPOTUBOIIOKA3aHO MAIMEHTaM C HapylieHueM QyHKiuu nedenu (kmacc C
o knaccudukanuu Yaina-I1s10) 1 manueHTaM ¢ MoBbIIEHHEM TPaHCAMUHA3 00JIee YeM B IS Th

pa3 BbIILIE BEPXHEN I'PaHULIBI HOPMBI.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO IPUMEHSATH!

e npu 3aloneBaHMAX LeHTpasbHOM HepBHOW cuctembl (LIHC) (B T.4. mOA0O3pUTENBHBIX B
otHomeHnuu BomieueHuss [IHC), npeapacnonararomiux K BO3HHUKHOBEHUIO CYIOpPOr U
CHIDKAIOIIMX MOPOT CYJAOPOKHON aKTUBHOCTH;

e Yy [AIMEHTOB C IICUX03aMHU W/WIH C ICUXUATPUUECKUMHU 3a00JIeBaHUSIMU B aHAMHE3E;

® Y MAlMEHTOB C MOTEHLHUAIBHO MPOAPUTMHUECKUMH COCTOSHUAMH (OCOOCHHO Y >KEHIIMH U
NaIMEeHTOB MOXKMJIIOT0 BO3pacTa), TAKMMH, KaK 0CTpasi MILIeMHs MMOKap/la U OCTAaHOBKA CepAlIa;

® [IpU MUACTCHUH Qravis;

e Yy [AIMEHTOB C UPPO30OM IICUCHH;

® IIpHU OZTHOBPEMEHHOM IIpHUEME C NpenapaTaMu, CHKAIOIUMU COAEpKaHUE KaJlus B KPOBY;

® Yy TMAalMEHTOB C TEHETHMYECKON MperpacloioKeHHOCThI0 WM (PAKTUUECKUM HaTUYUEM
neduIuTa rIFoKo30-6-pocdaraeruiporeHassr;

® y NAIMEHTOB C CaxapHbIM JHA0ETOM, MOIYYAIOUIMX MEepOpaibHble THUIOTIUKEMHUYECKUE
npemnaparsl (Halpumep, npenaparbl cyab()OHUIMOYEBHHBI) UM WHCYJIUH (BO3pAcTaeT PUCK
Pa3BUTHSI THIIOTIIMKEMHH);

e Yy TMAIMEHTOB IOXWIOIO BO3pacTa, y NAIMEHTOB IOCJIE€ TPAaHCIUIAHTALMH, a TaKXe IpH
COITYTCTBYIOIIEM TPHUMEHEHUH TJIIOKOKOPTUKOCTEPOUIO0B (IOBBIIIEHHBI PUCK DPa3BUTHUSA

TEH/MHUTOB U pa3pbIBa CYXOKWINN (CM. MyHKT «TeHIUHUT U pa3pbiB CYXOKUIIH));
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. . Noc OB HOCTE 0001)
® Yy TIAJMCHTOB C AaHEBPHU3MOM aopThl B CeMeHHbI;ld_ at;l 63%‘. '-%‘EI/II: I_{/' TTETTI/]’EHTIIS C

JMarHOCTUPOBAHHOM aHEBPU3MON a0PThI U/WUJIHM PACCIOEHUEM a0PThI WX ITPHU HATIMYUU APYTHX
(akTOpPOB pHCKa WM COCTOSHUH, MPEIPacloNaraloufuX K Pa3BUTUIO aHEBPU3MBI A0PTHI HITU
paccioeHus aopThl (Hanpumep, cuHapom Mapdana, curnpom Dnepca-/laniioca cocyaucToro
TUNa, apTepuuT Takascy, T'MMaHTOKJIETOYHBIH apTepuuT, Oosie3Hb bexuera, aprepuanbHas
TUIIEPTEH3HUs, aTePOCKIIEPO3 (CM. MyHKT «AHEBPU3Ma U PACCIOCHUE A0PTHI»)).
I'unepuyscmeumenvrHocms
B HekoTOpbIX cilydasx YK€ IOCJ€ IEepBOro INPUMEHEHHUs IIpernapara MOXKET pPa3BUTHCSA
TUIIEPUYBCTBUTEIIBHOCTD M JUIEPTUYECKUE PEeaKkIMM, O YeM cJelyeT HEMEJIEHHO
uHpopmupoBath Bpada. OueHb pelrKo, JAaxe TIO0cCie IEepBOro IPUMEHEHMs Ipernaparta,
aHa(QUIAKTHYECKUE  PEAaKIMU  MOTYT  IPOrPECCHpOBAaTh 10  YIPOXKAIOUIETO  KU3HH
aHa(UIIAKTUYECKOTO IIoKa. B 3THX ciydasx jedeHue mnpenaparoM MOKCU(IOKCAIMH CIEAyeT
IPEeKpaTUTh U HEMEAJICHHO HayaTh MPOBOAUTH HEOOXOAMUMBIE JieueOHbIE MEPONPUATHS (B TOM
YHCIIe IPOTUBOLIOKOBBIE).
Tricenvle KodicHble Hedicelamenbhble peakyuu
Ha ¢one nedenuns Mokcu(pIoKcamHOM HAOIIOJAUCh TSDKEJIbIE KOXKHBIE HEXKeNaTelIbHbIC
peakuuy, BKJIIOYash TOKCHYECKHI »MuaepMalibHbI Hekpoiu3 (cuHzapom Jlaiemna), cuHapom
CruseHca-/[)KOHCOHA U OCTpPbII FeHEPAIN30BaHHbIN SK3aHTEMATO3HBIH IIyCTYJ1€3, KOTOPBIE MOTYT
ObITh ONMACHBIMHU JJIS XKHU3HHU WM JeTalnbHbIMU (cM. pasnen 4.8). IIpu Ha3HaueHuM npemnapara,
NalUeHTaM CJeAyeT COOOIIMTHh O MPU3HAKAX M CHUMIITOMAaX CEPbE3HbIX KOXHBIX peakuuid M
TIIATEIbHO MOHUTOPUPOBATh BO3ZMOXKHOCTh Pa3BUTHUS JaHHBIX peakluil y manueHrta. B cioyuae
HOSIBJICHUS IPU3HAKOB U CUMIITOMOB, YKa3bIBAIOLINX HA 3TU PEaKIUl, MOKCU(IOKCAIIUH CIIeyeT
HEMENJIEHHO OTMEHHUTb M PAacCMOTPETh aJbTEpHATUBHOE JedeHue. [Ipu pa3BuTum y manueHTa
CEpbEe3HOM peakUuH, HalpuMep, TOKCHYECKOTOo SMUAEPMaJIbHOTO HEKpOJIM3a, CHHApOMaA
CruBeHca-J[>KOHCOHAa WJIM TE€HEPAIU30BAHHOIO JK3aHTEMAaTO3HOro IycTyne3a Ha (oHe
OPUMEHEHHUs MOKCU(IIOKCAIIMHA, JIEYEHHUE ITUM IIPernapaToM He cielyeT 0oJbllie BO30OHOBISATh
HU NIPH KaKUX 00CTOSTEIbCTBAX.
Hapywenus co cmoponul cepoya
[Tpu mpumeHenuu npenapara MOKCH(IIOKCAIIMH Y HEKOTOPBIX MAlMEHTOB MOXKET OTMEYaThCs
yruHenue uarepsaia QT. [Ipemapar Mokcudiokcanus cieayer NpuMeHsITh C OCTOPOKHOCTBIO
y JKEHUIMH M MAIUEHTOB MOKUJIOro Bo3pacTa. [loCKOJIBKY JKEHIIMHBI 10 CPAaBHEHUIO C
MYXXYAHAMH UMEIT Oojee MHHBIA nHTepBaT QT, OHM MOTYT OBITH OOJIee UYBCTBUTEIBHBI K
npenapartam, ymmaHsonmM uaTepBan QT. [loxwuiple marueHTsl Takke Oojiee IMOIBEP:KEHBI
JIeMCTBUIO IIPEnapaToB, OKa3bIBAIONIMX BIMsHUE HA MHTepBaa QT.

YV nuHeHue HWHTCpBAJIa QT CONPAKCHO C TIOBBIIICHHBIM PUCKOM JKCITYAOYKOBBIX apHTMHﬁ,
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BKJIIOUasi HOTUMOP(HYIO JKeTyJOUKOBYIO TaXUKAPIUIO.

Crenens yanuneHust uarepaia QT MoxeT HapacTaTh ¢ TOBBIIIICHHEM KOHIICHTPAITUH IIperapara,
MO3TOMY HE CIIEAyeT MPEBBIIIATh PEKOMEHI0BAaHHYIO 103y. OJHAKO Yy MAlMEHTOB C THEBMOHUEH
KOppeJSIIMM MEXKIy KOHILIEHTpalued MoOKCHQIIOKCcallMHAa B IJJa3M€ KPOBU U YJIMHEHUEM
unrepBaga QT ormedveHo He Obuto. Hu y omHoro m3 9000 manueHTOB, MOJydYaBIIUX
Moxkcudnokcanut, He 0OTMEUAIOCh CEePJICYHO-COCYAUCTHIX OCIOKHEHHUH U JIETAIBHBIX CIy4aes,
CBs3aHHBIX ¢ ymnuHeHueMm uHTepBana QT. Ilpu mpumenenwn mpenapara MokcuduiokcanuH
MOKET YBEIMYMBATHCA PHUCK PA3BUTHUS KEIYIOYKOBBIX apUTMHA y MAIMEHTOB C
MpeIpacloiaralouMMi K apUTMHUSIM COCTOSTHUSIMH.

B cesa3u c amum npenapam MOKCud)JZOKCdL{MH nponmueonoKa3ar npu.

® U3MEHEHUSX JJIEKTPO(PU3MOIOTUIECKUX MapaMEeTPOB CEP/Ila, BHIPAKAIOMUXCSA B YAJTHHEHUU
uHTepBasia QT: BPOXKIEHHBIX WM NPUOOPETEHHBIX JTOKYMEHTHPOBAHHBIX YUTMHEHHSX
unTepBana QT, 3J1eKTPONUTHBIX HAPYIIEHUIX, 0COOCHHO HEKOPPETHPOBAHHOW TUITOKATMEMUH;
KJIMHUYECKH 3HAYMMOW OpaJnKapIuy; KIMHUYECKH 3HAYMMOM CepJeYyHON HEI0CTaTOYHOCTH
CO CHI)KEHHOHW (pakimell BHIOpOCA JIEBOTO JKEeNyJ0YKa; HAJIMYMU B aHAMHE3€ HapyIICHHUN
pUTMa, COPOBOMKAABIINXCS KIIMHUYECKOH CHMITOMATHKOM;

® TNPUMEHEHUH C APYTHUMH Ipenaparamu, yumHsonmyu uatepsan QT (cm. pazzaen 4.5).

Ilpenapam MOKCI/ld)JZOKCCluHH czzec)yem NPUMEHANL C OCIMOPOAHCHOCHIBIO.

® Yy IAIMEHTOB C MOTEHIUAIBHO IPOAPUTMUUYECKUMH COCTOSTHUAMU TAKMMU KaK OCTpasi HIIEMUS
MHOKapJia U OCTaHOBKa CEpALa;

® Y IIAIMEHTOB C UPPO30M ME€UEHH (TaK KaK Y JaHHOM KaTeropuu NallMeHTOB HEJb3s HCKIIOUYNUTh
pHCK pa3BuTHs yynHeHUs nHTepBasia QT).

Ecnu Bo BpeMsi ieueHus: MOKCU(IIOKCAIIMHOM BO3HHMKAIOT MPU3HAKU HapyIIEHUs] pUTMa cepla,

JIEYEHUE CIIeAyeT NpeKpaTuTh U caenatb JKI'.

Amnespusma u paccioenue aopmaol

[To maHHBIM 3MUIEMUOJIOTUYECKUX HCCIIET0BaHUI COO0IAI0Ch O MOBBIIEHHOM PUCKE Pa3BUTHUS

aQHEeBPU3MbI A0PThl U PACCIOCHHSI AOPThI IMOCIE MPUMEHEHHS (PTOPXHHOJIOHOB, OCOOCHHO Y

NalMEeHTOB MOXKUJIOro Bo3pacTa. B cBsI3u ¢ 3TUM, GTOPXMHOJIOHBI ClEIyeT MPUMEHSATh TOJIBKO

IIOCJIE TIIATEJIBHOM OLIEHKU COOTHOLIEHUS I0JIb3a — PUCK U PACCMOTPEHUS IPYTMX BAPUAHTOB

Tepanuy y NAalMEHTOB C AHEBPU3MOW aOpThl B CEMEWHOM aHaMHE3€, WM Yy MAlUeHTOB C

JIMarHOCTUPOBAHHOM aHEBPU3MOI aOpThl /MU paccIO€HUEM aopThl MIIH MPH HAIWYMU APYTHX

(akTOpOB pUCKAa M COCTOSHUM, MpeIpacHojararolliiX K pPa3BUTUIO AHEBPHU3MBI A0pPThl HIIU

paccioeHust aopThl (Hampumep, cuHapoM Mapdana, cuaapoMm Diepca-Jlanioca cocyaucToro

TUMa, apTepuuT Takascy, T'MTaHTOKJIETOUHBIM apTepuuT, Oone3Hb bexuera, aprepuanbHas

THUIICPTCH3UA, aTepOCKnepo3). B CJIy4dac IMOoABJICHUA BHE3aIHOM 00JI1 B JKHUBOTC, I'pyAn WA CIIMHEC
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Hapywenusa co cmoponul neuenu

[Tpu nmpueme mpenapara Mokcudiaokcanus coodmanock o ciydasx ¢yIbMHUHAHTHOTO TelaTUTa,
MOTEHLMAIbHO MPUBOISAIIETO K Pa3BUTHIO MEYEHOYHOW HEAOCTATOYHOCTHU (BKIJIIOYAs JIeTaJbHbIE
coydan) (cMm. pazgen 4.8). Ilanmentra ciexyer WHGOPMHUPOBATH O TOM. YTO B Clydae
BO3HUKHOBEHHUSI U OBICTPOM pPa3BUTHH NMPHU3HAKOB M CHUMITOMOB (DyJIbMHHAHTHOTO TEMaTHTA,
TaKUX Kak ObICTPO pPa3BHBAIOLIASICS ACTECHHSI, aCCOLMUPOBAHHAS C JKEITYXO0H, TOTEMHEHHE MOYH,
MOBBILIICHHAs] KPOBOTOYMBOCTh WJIM TMEYEHOYHAs SHIedanonaTuss HEOOXOAUMO OOpaTUTHCS K
Bpauy, MpeXIe 4YeM MPOJOJDKUTH JieueHue mpenaparomM Mokcudnokcauud. B cioyuae
BO3HUKHOBEHUS MTPU3HAKOB HAPYIICHUH (DYHKIIMM TMEYSHH CIIEAYeT MPOBECTU (PYHKIIMOHAIbHBIE
MIEYCHOYHBIE MPOOKI/MCCceoBaHNs (DYHKIIUN TIEYCHH.

Cyoopoeu

[IpumeHeHne mpenapaToB XHWHOJIOHOBOTO PsA/la COMPSDKEHO C BO3MOXKHBIM PHCKOM Pa3BUTHS
cynopor. IIpemapar Mokcugaokcanys cieayeT MPUMEHITh ¢ OCTOPOKHOCTBIO y TAIUEHTOB C
3a0oneBanuamMu LITHC u ¢ napymenusmu co cropons! [IHC (Hanpumep, NOHMKEHHBIH MOPOT
CYIOPO’KHOM AaKTUBHOCTH, CYJOPOTM B aHaMHe3€, CHIKEHHE MO3TOBOrO KpOBOOOpalleHUs,
MOBPEXKACHUE TOJIOBHOTO MO3Ta WM HMHCYNIBT), MPeIpacnojaraioliMid K BO3HHKHOBEHHIO
CYZOPOT WM CHIDKAIOUIMMHU TIOPOT CYIOPO’KHOW aKTUBHOCTH.

B cnyuae pasBuTusi Cyqopor CieAyeT MpPeKpaTUTh TEParui0 MOKCH(IOKCAIMHOM U MPHHATH
COOTBETCTBYIOIINE MEPHI.

Hapywenus co cmoponvl siceny0ouro-KumeuHo2o mpaxkma

[TpumeHeHne aHTHOAKTEpUATBHBIX MTPETIapaToOB IMUPOKOTO CIIEKTpa ASUCTBHS, BKITFOUAs MTperapar
MoxkcudmokcannH, COMPSHKEHO € PUCKOM Pa3BUTHS TICEBJIOMEMOPAaHO3HOTO KOJHTA. IJTOT
JIMarHo3 cliefyeT MMETh B BHUJY Y HAllMEHTOB, Y KOTOPBIX Ha (OHE JIeYeHUs NpenapaToM
Mokcudaokcaud pasBuwiIach Tsbkenas auapes. B ciaydae mogo3peHus WM MOJITBEPHKACHUS
NICEBIOMEMOPAaHO3HOTO KOJIUTA, CIIEAYET IPEKPATHTh TEPAITHIO MOKCH(IOKCAIMHOM, B IPOBECTH
COOTBETCTBYIOIIIME TepaneBTHUECKUE MeponpusTus. [IpenapaTsl, yrHeTaonme nepucTaabTHKY
KUIIEYHHNKA, TPOTHUBOIOKA3aHbI IPH Pa3BUTHU TSHKEIOH Tuapeu.

Hapywenue ¢ynkyuu novex

[Toxwuitbie TanueHTH! ¢ 3a00JIEBaHUSIME TTOYEK JTOJHKHBI COOJIOAAaTh OCTOPOKHOCTh TIPU TIPHEME
MOKCH(]IIOKCAllMHA, €CITH OHW HE WMEIOT BO3MOXXKHOCTH MOTPEOISITh HE0OOXOANMOE KOJIHYECTBO
KHUJIKOCTH, TMOCKOJbKY 00€3BOXHBAHHE MOXET TOBBICUTh PHCK pa3BUTUS MOYEUHOU
HE/I0CTaTOYHOCTH.

Hapywenue 3penus

HpI/I CHMXXCHHUHN OCTPOTHI 3PCHHUA WM BO3HUKHOBCHUH JAPYIruX CHMIITOMOB, CBA3aHHBIX CO
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Muacmenus gravis

[Ipenapatr MokcudaoKcaul ClIeAyeT HCIOIb30BaTh C OCTOPOKHOCTBIO Yy TMAIMEHTOB C
MHACTEHHUEH Qravis B CBsA3U C BO3MOKHBIM 000CTPEHHUEM 3a00JICBaHHUS.

Tenounum u paspvié cyxoxcunus

Ha ¢one tepanuu QTopXuHOIOHAMH, B TOM YHUCJI€ MOKCH(IIOKCAIIMHOM, BO3MOKHO Pa3BUTHE
TEHJAUHUTA U pa3pbiBa CYXOKWIHs (IPEUMYILECTBEHHO AXMIUIOBOIO), MHOI/IA JIBYCTOPOHHETO,
yke B niepBbie 48 dacoB nedeHus. OnucaHbl cllydad, KOTOpble BO3HUKIIN B T€YCHHE HECKOIbKHUX
MeECSIEB MOCTE 3aBEpIleHUs JeueHus. PUCK pa3BUTHS TEHIMHONATUN MOKET ObITh MOBBIIIEH Y
MOXKWJIBIX MAIIEHTOB, BO BPEMs CHJIBHOM (PM3UUECKON HAarpy3Kd, y HMAIMEHTOB, MOJYYAOIMIUX
JIEYEHUE KOPTUKOCTEPOUAAMM, y IMALMEHTOB C IIOYEYHOM HEJAOCTATOYHOCTBIO WM IOCIIE
TpPaHCIUIAHTAIlMM COJIMIHBIX OpraHoB. [Ipw mepBeIX CUMOTOMAax TEHAWHUTA (HApPUMED,
00JIe3HEHHBIN OTEK, BOCMAJICHHE) HEOOXOAUMO Pa3rpy3UTh MOPAKEHHYI0 KOHEYHOCTD, H30eraTh
110001 MuIIHEeH (U3MUecKoil aKTUBHOCTH M 00paTUTHCS K Bpady 3a KOHCYJIbTAIlMEH U pelIeHueM
0 MpeKpalleHuu aHTUONOTHKA.

Peaxyus pomouyecmseumenvnocmu

[Tpu npuMeHeHnu GTOPXMHOIOHOB OTMEUAIOTCA peakUu POTOUYBCTBUTENBHOCTH. OIHAKO MPU
MPOBEACHUHN JOKIMHUYECKUX W KIMHUYECKHX HCCIICIOBAHMM, a TakkKe MpU TPUMEHEHUU
npernapata MoKCU(DIOKCAIMH B IPAKTHKE HE OTMEYAIIOCHh PEaKIIuii (POTOTYBCTBUTEIBHOCTH. Tem
HE MEHee, MaIMeHTHI, oTyYaroliye npenapat Mokcudiokcaut, J0KHBI H30eraTh BO3ICHCTBUS
MPSIMBIX COTHEUHBIX JIydel U yIbTpadroIeTOBOrO CBETA.

Ocrnooicnennvie socnanumenvhble 3a001e6aHUsL OP2AHO8 MALO20 MA3d

[Tpumenenue npemnapara B (popme TabIETOK JIJIs MpUeMa BHYTPh HE PEKOMEHIYeTCs Y MallUeHTOK
C OCIIO)KHEHHBIMH BOCTAJUTENBHBIMU 3a00JIEBaHUSMU OPraHOB MaJIOTO Ta3za (Hampumep,
CBSI3aHHBIMU C TYOOOBapUaIbHBIMU WJIM Ta30BBIMU a0CIIECCAMU).

Jleuenue unghexyuii, evizeannvix wmammamu Staphylococcus aureus, pesucmenmuvivu K
memuyunnuny (MRSA)

He pexomeHayeTcs HCMONb30BaTh MOKCH(JIOKCAIIMH Ui JIeUeHHUS HH(EKIUi, BBI3BAHHBIX
mrammamu - Staphylococcus aureus pesucrentHsiMu Kk MetunwuinHy (MRSA). B ciyuae
MPEJIToJIaraeMbIX HIIM TTOATBEPKICHHBIX WH(MeKIwi, BeI3BaHHBIX MRSA, crienyer Ha3HA4YHUThH
JIYCHNE COOTBETCTBYIOIUMH aHTHOAKTEpHAILHBIMU TIpenapaTtaMu (cM. paszaen 5.1).
Jlabopamopnuvie mecmoi

CnocobHocTh mpenapara MoOKCHU(DIOKCAIMH TMOAABIATH POCT MHKOOAKTEpU MOXKET CTaTh
NPUYMHON B3aUMOJEHCTBUS IN Vitro Mokcuduokcanuua ¢ Tectom Ha Mycobacterium spp.,

MNPUBOJAAIICTO K JIOKHOOTPULIATCIBHBIM PE3yjbTaTaM IIPpH aHAJIN3C 06pa3u013 IMalMCHTOB,
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Iepughepuueckasn netiponamus

Y m[anmMeHToB, KOTOPHIM MPOBOJMIIOCH Jie4eHHE (TOPXHWHOJIOHAMH, BKJIOYAs Iperapar
Moxkcudnokcalyt, ONUCAaHBI CIy4yal CEHCOPHOM WJIM CEHCOMOTOPHOM MOJHHEWponaTuu,
MPUBOJIAIICH K MMapecTe3usiM, TUIIECTE3UsAM, AU3ECTEe3UsIM Win ciaboctu. [lannenToB, KOTOpPbIM
IPOBOJUTCA JICUCHHE TipenapaToM MOKCU(IOKCAINH, CIIEAYET MPEaYIPETUTh O HEOOXOAMMOCTH
HEMEJUICHHOTO O0palleHus K Bpady Hepesa MPOJIOHKEHUEM JICYCHUS B CIIydyae BO3HHUKHOBEHUS
CUMITOMOB HEWpOIaTuH, BKIIOYAIONINX 00JIb, ¥OKEHHE, TOKaJIbIBaHUEe, OHEMEHHUE WU CIa00CTh
(cm. paznen 4.8).

Icuxuueckue paccmpoticmea

Peakumu co CTOpPOHBI TICHUXMKH MOTYT BO3HHUKHYTH Ja)XX€ IIOCJ€ MEPBOTO IMPUMEHEHHS
(bTOPXMHONOHOB, BKJIIOYas MOKcudIokcanH. B odeHb peakux ciaydasx [enpeccus WiH
MICUXOMOTOPHBIE PEAKIHUU MPOrPECCUPYIOT A0 BO3HUKHOBEHHUS CYUIUJAIBHBIX MBICIEH H
NOBEJCHUS C TEHJACHIMEH K CaMOIMOBPEXKACHUIO, BKJIIOYAs CYWIUAAIbHBIE ITOMBITKA
(cM. paznen 4.8). B ciydae pa3BuTHs J1IOOBIX TOOOYHBIX 3()()EKTOB CO CTOPOHBI IEHTPATHHON
HEPBHOM CHUCTEMBbI, BKJIIOYas HApYyIICHHS TCUXUKHU, HEOOXOIMMO HEMEIJIEHHO OTMEHUTh
npernapaT MokcuduoKkcalliH ¥ HayaThb COOTBETCTBYIONIYIO Tepamuio. B aTux ciydasx
PEKOMEHAYETCS TMEePEUTH Ha TePaAIHi0 APYIMM aHTHOWOTHKOM, OTJIMYHBIM OT (PTOPXHUHOJIOHOB,
€CIIi 3TO BO3MOXXHO. HeoO0xoammo coOmoaaTth OCTOPOXKHOCTH TPH NPUMEHEHUH IIperapara
MoxkcudnokcalyH MauueHTaMu C TCHX03aMU W/WJIM C TCUXUATPUUECKUMHU 3a00JIeBaHUSIMU B
aHaMHe3e.

Hnghexyuu nonosoti cucmemol

N3-3a mmpokoro pacnpocTpaHeHUsI U pacTyliell 3a0o0jieBaeMOCTH UH(EKIUSIMH, BBI3BAHHBIMU
pesucTeHTHBIME K (ropxuHoigoHaM Neisseria gonorrhoeae, mpu Jje4eHUHM MAIHEHTOB C
BOCTIAJIUTEIbHBIMU 3a00JIEBaHUSIMU OPTraHOB MaJIOro Ta3a He ClIeAyeT IPOBOJUTH MOHOTEPAIUIO
MOKCU(JIOKCAIIMUHOM, 32 HCKIOYEHHEM CJIy4yaeB, KOIJa NPHUCYTCTBHE PE3UCTEHTHOM K
¢dropxunononam N. gonorrhoeae uckioueHo. Eciii HeT BO3MOKHOCTH UCKITIOYHUTh TIPHUCYTCTBHE
pesucteHTHO# K ropxuHononam N. gonorrhoeae, HeoOX0MMO PELIUTH BOIPOC O TOMOTHEHUH
HMIIUPUUECKON Tepanuu MOKCU(IIOKCAIIMHOM COOTBETCTBYIOUIMM aHTHUOMOTHUKOM, KOTOPBIN
akTuBeH B oTHomeHuu N.gonorrhoeae (Hanpumep, nedansocmopuH).

[Tpu oTCyTCTBHM YITyYIICHUS KIMHHYECKUX CHMIITOMOB TIOCIIE 3 JTHEH JICUSHHsI, TEPAITHIO CIIeTyeT
NIEPECMOTPETD.

JHucenuxemus

Kak u B ciryuae ¢ qpyrumu pTOpXHMHOIOHAMH, TIPU TIPUMEHEHUH MOKCHU(IIOKCAIIMHA 0TMEYaIoCh

HN3MCHCHUEC KOHICHTpPAIMU TJIFOKO3bI B KpPOBH, BKJIIOYAs T'UIIO- W TUICPTIMKEMHIO. Ha (I)OHG
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Tepanuu MOKCU(DIOKCAITMHOM JTUCTIUKEMHS dajie Bo3Hﬂ%Qﬁﬁ&ﬁ¥@ﬁ&aﬂgﬁ ':Jla::(:)gil).écm

U TAIMEHTOB C CaxapHbIM AMAa0ETOM, MOJYYarOIIUX COMYTCTBYIOIIYIO TEPAIUIO MepOpaTbHBIMU
TUTOTIMKEMUYECKUMH TIperapaTamMu (HampuMep, MpernapaTaMu CyJIb(QOHUIMOUYEBUHBI) WA
uHCcymHOM. [Ipu mpuMeHeHnr MOKCHU(IIOKCAITHA Y TAKUX MAIIEHTOB BO3PACTACT PUCK PA3BUTHUS
TUIOTJIMKEMHH, BIUIOTH IO THIOTIMKEMHUYECKOH KoMmbl. HeoOxoaumo wuHGOpMUpPOBATH
NAIMEHTOB O CUMITOMAX THUIOTTTUKEMHUH (CIIyTaHHOCTh CO3HAHUS, TOJIOBOKPYKEHHE, «BOIHI
amreTuT, TOJIOBHAas 00Jib, HEPBO3HOCTh, OLIYIIEHUE CEpALCOMEHHS WM YYalleHUs MyJbCca,
0JICITHOCTH KOXKHBIX ITOKPOBOB, HCTIAPUHA, IPOXKb, CITa00CTh (cM. pazaen 4.8).

Ecnu y manuenTta pa3BUBaeTCsl THIIOTIMKEMHS, JISHalIeMy Bpady HEOOXOJMMO CaMOCTOSITEIIbHO
OPUHATH pElIeHHe O IMpeKpalleHuu/3amene Tepanud. [lpy  TpoBeaeHUM  JIEUCHUS
MOKCH(DIIOKCAIMHOM y TOXHJIBIX MAIlMEHTOB OOJBHBIX CaxapHbIM JUA0ETOM, PEKOMEHIYETCs
TIIATEIbHBI MOHUTOPUHT KOHIIEHTPAIMH TJIFOKO3bI B KPOBH.

Lepuyum enroko30-6-gpocghamoezudpozcenasvi

[TateHTH ¢ JOUArHOCTHPOBAHHBIM JE(QUIIMTOM TIIOK030-6-pocdarmernaporenassl wim
HAJIMYMEM €T0 B CEMEITHOM aHaMHe3€ CKIOHHBI K Pa3BUTHIO TEMOJIMTUYECKUX PEAKIHA BO BpEeMs
Tepanuy XUHOJOHAMH. TakuM 00pa3oM, TAKKM MAIUEHTaM CIIeyeT IPUMEHITh MOKCU(IIOKCAIIMH
C OCTOPOKHOCTBIO.

Cneyughuueckue ocnodxicHeHHbie UHGeKYUU KOHCU U NOOKONCHOU KIemyamKu

He noxazana xknmHMYecKast 3p(HEKTUBHOCT MOKCHU(IIOKCAIIHA B JICUEHUH TSHKEIIBIX 03KOTOBBIX
UHQEKIMA, paciuUTa U CHHIPOMA TUA0ETHYECKOM CTOIBI C OCTCOMHUEIUTOM.

JnumenvHole, nuwarowue mpyoocnocoOOHOCMU U NOMEHYUAIbHO HeoOpamuMble Cepbe3Hble
HedxcenamenbHvle peakyuu

Coobmanocs 0 ciaydasx JIATETbHBIX (MPOAOIKAIONIUXCS MECSIIbl WM TOJbI), JHUIIAOIINX
TPYAOCIIOCOOHOCTH M TOTEHLMAIbHO HEOOpaTHMMBIX CEpPbE3HbIX IMOOOUYHBIX pPEaKLusX,
3aTparuBaroOIIUX pa3jyHble, HHOT/Ia U HECKOJIBKO CHCTEM OpraHu3Ma (OMOpPHO-IBUTATENbHBIH
amrmapar, HEpPBHYIO CHCTEMY, INCHXHYECKOE COCTOSIHHE WM OpraHbl UYyBCTB), y TNAIMEHTOB,
NPUHUMAIOIINX XHHOJIOHBI W (PTOPXMHOJIOHBI BHE 3aBUCHMOCTH OT HMX BO3pacta M YykKe
CyIIeCTBYIOIUX (hakTOpoB pucka. [Ipu BO3ZHMKHOBEHWHU MEPBBIX MPHU3HAKOB WM CHMIITOMOB
TOOBIX CEPhE3HBIX HEXKENIATeNbHBIX PEaKIMii mprueM MOKCU(IOKCAIMHA CleAyeT HeMeIJIeHHO
NPEKPaTHTh, M MAIMEHT JTOJDKEH 00paTUTHCS 32 KOHCYJbTAIMEH K JedaliemMy Bpagy.

BcnoMorarensHble BEIECTBA

[Tpenapatr MokcudnokcalMH CcoJIepKUT JakTo3y. [lamueHtam c penko BCTpedarouencs
HACJIEICTBEHHON HETePEeHOCUMOCTBIO TaJlakTO3bl, 1e(HUIIMTOM JIaKTa3bl JONapel MU TIF0K030-

TraJIaKTO3HON MabaObCopOIMelt He ClieyeT MPUHUMATH 3TOT Ipemnapar.
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€TH

Tak Kak HeNb3s MOJHOCTHIO HCKIIIOYUTh PUCK MTOPAXKEHUS XPAIIEBBIX 30H pOocTa KOCTe! y peOeHKa
NpUMEHeHHe MOKCH(IIOKcalmHa y JeTel W MOJPOCTKOB Mianamie 18 JeT mpoTHBOIIOKa3aHO

(cm. paznen 4.3).

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKapCTBEHHBIMH TMpenapataMd W Jpyrue BH/bI
B3anMMoO/IelicTBUS

[lpy coBMECTHOM TIPHUMEHEHHH C aTCHOJIOJIOM, PAHUTHAWHOM, KaJIbIUHCOACPKAINMU
n006aBKaMu, TEOPHUIUTMHOM, IIUKIOCIIOPUHOM, IEPOPATbHBIMU KOHTPALIENTUBHBIMHU CPEICTBAMH,
[NIMOCHKIIAMHUIOM, UTPAKOHA30JI0M, JUTOKCHHOM, MOP(QHUHOM, MPOOSHEUUAOM (TIOATBEPIKACHO
OTCYTCTBUE KIMHHUYECKH 3HAYUMOTO B3aUMOJICHCTBUS C MOKCH(DIOKCAIMHOM) KOPPEKIIUH JI03bI
He TpedyeTcsl.

MokcudnokcanH cleayeT NPUHAMATh C OCTOPOXKHOCTBIO —ITallMEHTaM, ITOJyYaroIM
npenapaTthl, KOTOPHIE CHIDKAIOT KOHIIGHTPALMIO Kallusi B KPOBH (K TpUMEpy, TETIECBBIE U
THA3UHbIC TUYPETUKH, CIAOUTENbHbBIC, KOPTUKOCTEPOH b, aMmpoTepulind B), nim mpenaparsi,
IpUEeM KOTOPBIX MOJKET BBI3BIBATH KIMHMYECKH 3HAUMMYIO OpaJuKapIuio (cM. paszaen 4.4).

IIpenapaThl, VAIUHSIOIMXE HHTEPBAI OT

Crnemyer y4yuTHIBaTh BO3MOXKHBIM  aauuTHBHBIN d3ddekr ymmmuenus wuHTepBama QT

MOKcH(]IIOKCallnHa W JAPYTHX TpenapaToB, KOTOpPBIE BIMSIOT Ha yuMHeHWe uHTepBama QT.

BcnencrBue COBMECTHOrO NPUMEHEHUS MOKCHUQIIOKCAllMHA M IpPenapaToB, BIUSIOLIMX Ha

yuiMHeHue uHTepBana QT, yBennuuBaeTcss pUcCK pa3BUTHS >KEITYAOUYKOBON apUTMHMHM, BKIIOYAs

noaMMOP(HYIO JKETyI04YKOBYIO Taxukapuro (torsade de pointes).

[TpoTuBONIOKa3aHO COBMECTHOE IPUMEHEHNE MOKCU(IIOKCALIMHA CO CIENYIOLIMMHU NpenapaTamu,

BIIMSIOIMMH Ha yAJUHeHue uHrepBana QT:

® aHTHApUTMHUYECKHUE Mpenapatsl kiacca |A (XMHUIUH, TUAPOXUHHUIUH, TU30MUPAMUI U Ap.);

e aHTHapuTMHuecKkue npemnapartsl kiaacca |l (ammonapon, cortanon, noderunun, nOyTUIUA U
ap.);

e HeliponenTuku (peHoTnasuH, MUMO3HI, CEPTUHIOIM, TaJONEePUI0a, CYyIbTONPUI U Ap.);

® TPUIMKINYECKHUE aHTUCTIPECCAHTBHI;

® AHTUMHKPOOHBIE Mpenapathl (crapdIoKCcalyH, SPUTPOMUIMH (BHYTPUBEHHO), IEHTAMU/IUH,
POTHBOMAIISIPHITHBIEC TIPENapaThl, 0COOCHHO raoaHTPUH, CAKBUHABHD;

® AHTUTHMCTAMUHHBIE IIpenaparsl (TepdeHaanH, aCTEMHU30J1, MU30JIaCTHH);

e jpyrue (UM3anpuj, BAHKaMUH (BHYTPUBEHHO), OenpuIuiL, AUpEeMaHuI).

AHTaHI/II[HBIe CpeACTBA, INIOJJUBUTAMUHBI U MUHCEPAJIbI

HpI/IeM MOKCI/I(l).]'IOKC&III/IHa OAHOBPEMCHHO C aHTAIUJIHBIMH CpEACTBAMHU, INOJIWMBUTAMHHAMU N
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00pa30BaHMs XEJIaTHBIX KOMIUIEKCOB C MHOTOBAJICHTHBIMH KaTHOHAMM, COJICPKAIUMHUCS B ITUX
npenapartax. B pesynbraTe KOHLIEHTpalus MOKCH(]IOKcalMHA B IJIa3Me KPOBU MOXKET OBITh
3HAYUTENIBHO HUXKE KeJaeMoil. B cBsA3M ¢ 3TUM, aHTaLM/HbIE [TpenapaThl, aHTUPETPOBUPYCHbBIE
npenaparsl (HanpuMep, IMAaHO3UH) U Jpyrue Mpenaparsl, CoAepKalie MarHuil Wiy altoOMUHUH,
cyKpasb(aT U Ipyrue npemnaparsl, CoJAepKaIie Keae30 WK LUHK, CIeyeT IPUMEHATh He MeHee
4yeM 3a 4 yaca 10 WK yepes 4 yaca 1ocie npruemMa BHyTpb MOKCH(IIOKCaIlHA.

Bapdapun

[Ipu codyeTaHHOM NPUMEHEHHH C Bap(papuHOM NPOTPOMOMHOBOE BpEMs U JIpyrue MapameTpbl
CBEpPTHIBAHUS KPOBU HE U3MEHSIOTCS.

Hzmenenue snauenus MHO

VY nmanueHTroB, MOJTYYaBIIMX AHTUKOATYJISIHTBI B COUYETAHUU C aHTUOMOTMKAMM, B TOM YHCIE C
MOKCH(]IIOKCALIMHOM, OTMEYAIOTCSl CJIydad IMOBBIIIEHUS AHTUKOAryJILIMOHHOM AaKTHBHOCTHU
IPOTHBOCBEPTHIBAIONINX TpenapaToB. MakTopaMu pUCKa SBISIOTCS HAIMYHE WHQPEKIIHOHHOTO
3a00sieBaHUs (M COIMYTCTBYIOIIMK BOCHAIMUTEIBHBIA IPOLECC), BO3PACT M OOIIEE COCTOSHUE
nanuenTta. HecMoTps Ha To, 4TO B3aUMOJIEHCTBUS MEKIY MOKCU(DIOKCALMHOM U Bap(papuHOM He
BBISIBJICHO, Y MALMEHTOB, MOJYYalOIUX COUETAaHHOE JIEYEHNE ITUMHU IIpenaparaMu, He0OX0JMMO
npoBouTh MoHUTOpHHT MHO u mpu HEoOXOAMMOCTH KOPPEKTUPOBATh J03Y HEMPSMBIX
AQHTHUKOATYJISTHTOB.

JINrokcuH

Mokcugaokcaitud ¥ JUMOKCMH ~ HE  OKa3bIBAlOT  CYLIECTBEHHOIO  BJIMSHUSA  Ha
(dapMaKkOKMHETHYECKHE TIapaMeTpbl Apyr napyra. [lpm TpUMEHEHWH TOBTOPHBIX 103
MOKcH(]IIOKCcallnHa MaKCHMalIbHAsl KOHIIEHTPAIUS TUTOKCHHA YBEIMYMBAIACh NMPHOIH3UTEIHHO
Ha 30 %, mpu ITOM 3HaYCHHE IUIOMIAAH TOJA KPUBON «KOHIeHTpauus — Bpems» (AUC) u
MUHHMMaJIbHasl KOHIIEHTPALUS TUTOKCUHA HE U3MEHSIIUCD.

AKTUBHUPOBAHHBLINA VIOJIb

[Tpu 0fHOBpEMEHHOM NPUMEHEHUU aKTUBHUPOBAHHOIO YIJII U MOKCH(IIOKCALlMHA BHYTPb B J03€
400 mr cuctemHasi OMOJOCTYIHOCTh Ipenapara cHikaercs Oosee yeM Ha 80 % B pe3yibTare
TOPMOXeHHU ero abcopOuuu. B ciaydae nepeno3upoBky NpUMEHEHUE aKTUBUPOBAHHOTO YIJIs HA
paHHe| cTa/ iy BcachbIBaHUS MPEMSATCTBYET JalbHENUIIIEMY IMOBBIIIEHHUIO CUCTEMHOT'O BO3/1€HCTBUS

(cm. paznen 4.9).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALUS

bepemeHHOCTD

be3onacHocTh mpuMeHeHUs MOKCU(IIOKCAallMHa BO BpeMsi OEpeMEHHOCTH HE YCTaHOBJICHA.
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[Tpenapar Mokcudaokcaiia MpOTUBOIIOKAa3aH nepnozf: @%éﬂé&géﬂ@ﬂ Ib@é;['eﬂ_ 5'31) 01)

B uccnenoBanusix Ha )KMBOTHBIX OOHApYK€Ha PEMPOAYKTUBHAS TOKCHYHOCTb. [loTeHIIMaTbHBIN
PHUCK ]ISl 4eJIOBEKa HEM3BECTEH.

JlakTamus

Kak u gpyrue (GTOpXHHOIOHBI, MOKCU(IIOKCAIIMH BBI3BIBAET MOBPESKICHHS XPAIMIECH KPYITHBIX
CyCTaBOB Y HEJIOHOIICHHBIX >KMUBOTHBIX. B JOKIMHUYECKUX HCCIEAOBAHUSX YCTAaHOBJIEHO, YTO
HEOOJIBIIIOE KOJIUYECTBO MOKCH(IIOKCAIIMHA BBIJACISACTCS B TPyJHOE MOJIOKO. [laHHBIE O €ro
MPUMEHEHUHN Y JKCHIIUH BO BPEMsl JIAKTAIlMU OTCYTCTBYIOT. [loaTOMYy Ha3HadueHHe mIpemnapara

Moxkcudnokcalyt B IEpUO IPYAHOTO BCKapMIIMBaHUSI IPOTUBOIOKA3aHO (CM. pasen 4.3).

4.7. BiusiHde Ha CNOCOOHOCTH YNPABJATH TPAHCNOPTHBIMU CPeICTBAMH M PadoTaTth ¢
MeXaHU3MaMH

HccnenoBanust BIUSHUS MOKCH(DIIOKCAIIMHA Ha CIOCOOHOCTh K BOXKICHHUIO TPAHCIIOPTHBIX
CpCACTB U YHPABJICHUIO MCXaHHU3MaMMU HC IPOBOJUIIUCE. Tem He MCHEC, IMPpHUEM NNAlIUCHTAMH
aHTHUOMOTHKOB q)TOpXI/IHOJIOHOBOFO pdaaa, BKIKO4Yad MOKCI/I(i)JIOKCZlIII/IH, MOXKCT IPUBOJUTH K
CHI)KEHHIO CIOCOOHOCTH K YIIPABIEHUIO TPAHCIOPTHBIMU CPEACTBAMHU HIIM MEXaHU3MaMU B CBSI3U
¢ peaknusmu I[HC (x mpumepy, TOJOBOKpYKEHHE), OCTPOM NPEXOIAIeH CIEeNnoTOoW WIn
KpaTKOBPEMEHHOW ToTepel co3HaHus (00MOpok, cm. pazaen 4.8). [lamueHTsl AOKHBI OBITH
IOPEIyNpeXIeHbl O BO3MOXHOCTH pa3BUTHUsSl MOJOOHBIX peakuuid 0Opu NPUMEHEHUU
MOKCHU(IIOKCAllMHA O TOT0, KaK MPUCTYNATh K YIPABICHUIO TPAHCIIOPTHBIMHU CPEACTBAMH WU

MCXaHU3MaMHU.

4.8. Hexkes1aTelbHbIE peaKIUM

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEaKINN

JlanHple O  HeOJAronpusATHBIX  pPEaKUUsAX, 3aperUCTPUPOBAHHBIX MPU  MPUMEHEHHHU
Mokcuduiokcaimaa 400 Mr (BHYTpb, NMPH CTYICHYATOW TEpamuy [BHYTPHUBEHHOE BBEICHUEC
npernapara ¢ MOCICIYIOUMM €ro MPUEMOM BHYTPb] M TOJBKO BHYTPHUBEHHO), MOJYYCHBI W3
KIMHUYECKUX MCCIESOBAHUI U MOCTPETUCTPAIIMOHHBIX COOOIICHNUH (8bl0€IeHbl KYPCUBOM).
HeOnaronpusTHble peakiuy, NepeyrucieHHble B TPYIIE «4acTo» BCTPEUYAIUCh C YaCTOTOM HIKE
3 %, 3a UCKITIOYEHHEM TOIIHOTHI U IUAPEH.

B xax0i 4yacTOTHOH rpyIIe HexellaTelbHble IEKAPCTBEHHbIE PEAKIINY TIEPEYHCIIEHbI B TOPSAKE
yOBbIBaHUS 3HAYMMOCTH.

YacTtoTa moOOUHBIX peakifii IpUBEeHa B BUJIE CIeNYIOIEeH rpagauuu: ovens yacmo (= 1/10);
yacmo (> 1/100, o < 1/10); reuacmo (= 1/1000, Ho < 1/100); peoxo (= 1/10000, HO < 1/1000);

ouens peoko (< 1/10000); vacmoma neussecmna (Ha OCHOBAaHHHM UMEIOIIUXCS TaHHBIX OLICHUTH
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(NOCNEOOBATENEHOCTE 0001)

HEBO3MOJKHO).
CucremHno- Yacro Heuacro Penxo Ouenb penko Yacrora
OpraHHbI (= 1/100, (=1/1000, (=1/10000, (< 1/10000) HEH3BECTHA
KJ1acc Ho < 1/10) HO < 1/100) HO < 1/1000
WNudexmun | Cynepunpexun
U MHBAa3UU | M, BbI3BaHHbBIC
PE3UCTEHTHBIMU
OaKTepUsIMH WU
rpubamu, K
IIPUMEDY,
KaH1103
HOJIOCTH pTa WK
BarMHAJIbHbIN
KaHJU03
Hapymenus Anemus, HN3menenue [ToBbilIeHHE
CO CTOPOHBI JeUKoIeHus, KOHIIEHTPALMU | KOHLEHTpaluu
KpOBH " HEUTPOTICHHSI, TPOMOOILIIACTH | IPOTPOMOMHA/
mumpaTude TPOMOOIIMTOTICH | Ha YMEHBIIIEHUE
CKOH U, MHO,
CHUCTEMBI TpOMOOIIUTEMUS arpaHyJoOLUTO3,
, YAJIUHEHHUE MaHIUTOIEHUS
IPOTPOMOMHOBO
ro
BpEMEHH/yBeIH
YeHHe
MEX1yHapOJAHOT
0
HOpPMaJIM30BaHH
Or0 OTHOIICHHUS
(MHO)
Hapymenus Annepruueckue | AHadunaktud | AHapuIaKTHYEC
CO CTOPOHBI peakuuu, 3yh, | eckue/aHaduia | Kuit/aHauiakT
VMMYHHOH CBIIIb, KTOUHBIE OMJIHBIM 10K (B
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1

CUCTEMBI KpanuBHUIIA, Deaxu'rﬂ':' CHE] ';@M;‘TEH EE{EC'}IE; 7 O00T)
903UHODUITHUS AQHTMOHEBPOTH | MOTEHIUAIBHO
YECKUH  OTEK, | yrpoKaroIluii
BKJIIOYAsl OTEK | KH3HH)
ropTaHu
(moTeHUMANTbH
0
YTPOXKAIOIINH
KU3HN)
OHJIOKPUHH Cunnpom
ble HapyLIECHUs
HapylIeHus CeKpeLuu
aHTUUYpETHYE
CKOr'0 TOPMOHA
Hapymenus lunepmununem | I'mnepriuvkemu | ' unornukemust,
MeTabonu3 us s, TUIOTJIMKEMHUYE
Ma u TUTIEPYPUKEMH | CKast KOMa,
MUTAHUS s TsDKETas
TUIIOTJIMKEMHUS,
BILIOTh 110
pa3BUTHS
TUTIOTJIUKEMUYE
CKOM KOMBI,
0COOEHHO y
TTOYKHITBIX
MalEeHTOB,
MalUEeHTOB c
caxapHbIM
MadeToM,
MIPUHUMAIOTIINX
nepopasgbHbIe
TUIOTJIUKEMHUYE
CKHE TIperapaTrhbl
WJTU MHCYJTUH
[lcuxunueck TpeBoKHOCTB, OmouuoHaneH | [lenepconanusa
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1

e rcHxoMoTopHas | | as (i'il:'-:._iE_'ﬁ"u-#;TEﬂi:-H':CT::u ooty
HapyIleHUs TUTNEPAKTUBHOCT | TAOWIBHOCTh, | MICUXOTUYCCKUE
* b/aKATaLs nenpeccus (B | peakmuu
O4YeHb penkux | (nomenyuanvro
cIIydasix nposAeAIoOwUecs
BO3MO>KHO 68 nogedeHuu ¢
MOBEICHUE  C | meHOeHyuel K
TEHACHLUEH K | camonospedicoe
CaMOIIOBPEKIE | HUIO , MAKOM KAK
HUIO, TAKOE KaK | CyuyuoaivbHole
CYULIUJANIBHBIE | MbICAU unu
MBICITH WIH | cyuyudaivhvie
CYHMIIUIATIBHBIC | NONbIMKLL)
MOTIBITKH),
TaJUTIOIIMHAIN
U, HapylleHue
MaMsITH,
JeIupui
Hapymenus | I'onoBuass Oounb, | [lapectesun/nu3 | 'unecresus, l'unepecresus
CO CTOPOHBI | TOJIOBOKPYKEHH | €CTE3UH, HapyILICHUS
HEpPBHOU e HapyIICHUS 00OHSHMS
CUCTEMBI™* BKYCOBOM (BKITIOUAst
YYBCTBUTEIHHOC | aHOCMHIO),
TH (BKJIIOYas B | aTUMIUYHBIC
OYEeHb  PEAKUX | CHOBUICHUS,
CIIyqasx HapyIIeHue
areB3Hio), KOOPAMHAITIHI
CITyTaHHOCTb (BKITIOYAs
CO3HaHUS U | HApYyLICHUS
JIE30pPUEHTAITUS, | TTOXOIKH
HapyIlIeHUs CHa, | BCICACTBUE
TpemMop, TOJIOBOKPYKEH
BEPTUTO, us W
COHJIMBOCTH BEpTHUTO, B

OYEHb PEIKHUX
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BeyIINE K
TpaBMam B
pe3ynbrare
najieHus,
0COOCHHO Y
TTOXKUJIBIX
MalMEeHTOB),
CYAOpOTH C
pa3IMYHBIMU
KIIMHUYECKUMU
MIPOSIBIICHUSIMU
(B TOM uYmncie
«grand  mal»
MPUIAJIKH),
HapyILICHUS
BHHUMaHUS,
HapyIICHHS
peuu, aMHe3us,
nepudepruyeck
as HeWpomnaTus
"
MOJIMHEWpOoIaT

us

Hapyenus
CO CTOPOHBI
oprasa

3peHHS

Hapyienue
3peHus,
BKJIIOYast
JUIUIONHUIO u
HEYETKOCTh
3pUTEIBHOTO
BOCTIPUSATHUS
(ocobeHHo mpu
peaxkuusax co

ctopounsl [ITHC)

Ceerobos3up | [Ipexonsmas
noTepsi  3pCHUs
(ocobenHo  Ha
done peakuuit
co CTOPOHBI
I[IHC), yBeut u
ocrtpas
JIBYCTOPOHHSIS
TPaHCHIUTIOMHH
anusl panyKHOU

0005109k
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-

4

T

OBATENBHOCTE

. ,
3 LT

Hapymenus
CO CTOPOHBI YXYALICHUE
oprana ciyxa,
ciyxa u BKJIIOYast
nabupuHTa TIIyXOTYy
(0OBr9HO
obpaTumoe)
Hapymenus | Yanunenue VY nnunenue Kenynoukossl | Heciemuduueck
co croponsl | mHTepBana QT y | uaTepana QT, | e ue apUTMUH,
cepaua MAIMEHTOB C | omrymeHue TaXHAPUTMHUH, | ToTUMOp(dHAs
COIYTCTBYIOILIEH | cepaLeOueHus, KEIy10UKOBast
TUIOKaIMeMUe | Taxukapaus, TaxuKapaus
bubpuIsIHs (Torsade de
npeacepani, Pointes),
CTEHOKapIus OCTaHOBKa
cepaua
(mpeumy1iecTse
HHO y JHIl C
npepacrosnara
IOLIUMU K
aApPUTMUSM
COCTOSTHUSIMH,
TaKUMH Kak
KITMHUYECKHU
3HaYUMast
Opanukapus,
ocTpasi HMIIeMHUS
MHOKap/1a)
Hapymenwust BazoAMyIaTanus | OOMOPOKH, BaCKyJIUT
CO CTOPOHBI MTOBBIIICHUE
COCYZIOB apTepHalbHOT

0  JaBIICHUS,
CHUXXCHUC
apTepUaIbHOT

O JaBJICHUA
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Hapymenus OnEImKa (MOCAEQOBRTENEROC T 000
CO CTOPOHBI (BKITIOUAS
JBIXaTEIIBHO aCTMaTHYECKHE
i CHCTEMBI, COCTOSIHUA)
OpraHoB
IpPYAHOU
KIETKH U
CPENOCTEHN
s
Kenynouno | TomHoTa, CHMKEHHBIH Hucharus,
-KUILIEYHbIe | pBOTA, OOJIM B | AIETUT U | CTOMATHT,
HapyleHust | obiactu CHU)KEHHOE nceBomMeMoOpa
AMUracTpust U | noTpediieHue HO3HBIM KOJIUT
0onM B JKUBOTE, | UIM,  3amop, | (B OYECHb
auapes JUCIIETICHS, penKux
METEOPU3M, CIIyqasx
racTPOdHTEPUT | ACCOLIMUPOBAH
(xpome HBIN c
3PO3UBHOIO YTPOXKAIOIIUM
racTpOdHTEPUTA | U KU3HU
), TIOBBIIIEHHUE | OCIIO)KHEHUSIM
AKTUBHOCTH n)
aMuIIa3sl
Hapywmenus | IloBbienue Hapymenus XKenryxa, @OynbMUHAHTHBI
CO CTOPOHBI | AKTUBHOCTHU byHKIIUU renaTur 7§ rernarur,
MEYEHU U | «II€YCHOUYHBIX» | MEYEHU (MpeuMy1ecTB | HOTEHIUAIBHO
JKEJYEBBIBO | TPaHCAMUHA3 (BKITIOUAs €HHO NPUBOJALINN K
JSIIAX MOBBILICHHE XOJIECTATUYECK | KU3ZHEYTPOXKAI0
yTein AKTUBHOCTH ui) e
JaKTaTAECTUAPOT MEYEHOYHOMN
€Hasbl), HEZ0CTaTOYHOCT
MIOBBILICHHE " (BKITIOUAst
KOHIEHTpaluu JeTaNbHbIe
OommpyOuHa, HCXO/IbI)
MOBBILICHHE
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pe——— OCAEROBATERBHOC TR 000D
ramma—
rIIyTaMuiI—
Tpancdepasbl,
IOBBILIEHHE B
KpOBU
AKTUBHOCTH
IICJIOYHON
docdarassl
Hapymenus CyXxoCTb KOXHU bynnesnsie OcTtpoiit
CO CTOPOHBI KOKHBIE reHapajin3o
KOXH u peakuuu, BAHHBIN
MTOAKOKHBIX Hanpumep, 9K3aHTEMaT
TKaHeu CHUHJIPOM O3HBIN
CruBeHca- IyCTyJe3
JOKOHCOHA WM
TOKCUYECKUI
AIUIEPMAIIbHBIN
HEKPOJIU3
(MOTEHIMAIBHO
ONAaCHBIHI st
KHU3HN)
Hapymenus Aptpanrus, Tenaunur, Pa3psiBbl Pabomuon
CO CTOpPOHBI MUAITUs MTOBBILLIEHUE CYXOXKHUIIHH, u3
MBIIICYHOH, MBIILIEYHOTO apTpHuT,
CKEJIETHON TOHYyCa U | HApYLICHUS
u CyJI0pory, MTOXOJKH
COCIMHUTEI MBIILIEYHAS BCJIE/ICTBHE
BHOM cinabocTh MTOBPEXKICHUS
TKaHu™* OMOPHO—
JBUTATEIbHOMN
CUCTEMBI,
YCUJIEHUE
CUMIITOMOB
MUACTEHUU
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- ey e

JCRERURR{ENBHOC TR 000T)

PUTHAHOCTD
MBIIIIIT
Hapymenus Herunparanus Hapymenue
CO CTOPOHBI (BBI3BaHHAs byHKIAN
IOYEK u Japeen WIH | TIOYEK
MOYEBBIBOJI yMeHbIlIeHHeM | (BKJItouas
SIUX MyTeH npuema MOBBILICHHUE
JKUJIKOCTH) coAepKaHus
azoTa

MOYEBUHBI B
KpPOBH u
KpeaTUHHUHA),
noyeyHas
HE/I0CTaTOYHO
CTh (B
pe3ynbTare
JeTUipaTalumy,
4TO MOKET
NPUBECTH K
MOBPEXKICHHIO
MOYeK,
O0COOEHHO Y
TIOKUJIBIX
MAIMEeHTOB  C
panee
CYILECTBOBABIII
UMHU
HapyLeHUsIMU
byHKIIIT

MOYEK)

OO6mmue Peakmuu B | OO01ee Orek
HapyIICHHUs] | MECTe HEJIOMOTaHue,

U peakuuu B | MHbeKIUN/MHDY | Hecneuuduyeck
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CMIEPTHOMY OTYETY

COOTBETCTBYET 2K

ot 20.05.2

(MOCAEQOBRTENEROC T 000

MecTe 3UHU ast 0011b
BBEJICHUS MOTIUBOCTb,
baedut/TpoM60

¢baedut B Mecte

uHyY3Un

*QOueHb peaKo COOO0IIAIOCh O CIydasx [UIMTEIbHBIX (MECSIBI WM TOJMBI), JIMIIAOIINX
TPYAOCIIOCOOHOCTH W TOTEHUHUAIbHO HEOOPATHMBIX CEPbE3HBIX HEKENAaTeIbHBIX pPEaKIIHiA,
3aTparvBaroIMX Pa3IUYHbIC, UHOTJIA U HECKOJIBKO, CHCTEM OPTaHOB M OPTaHOB YYBCTB (BKJIIOYAs
TaKWe PeaKINU, KaK TeHIUHHT, Pa3pbIB CyXOXKHUIIUS, apTPaITus, 00Jb B KOHEYHOCTSX, HAPYIICHUE
IIOXOJKH, HEUPOIIAaTHsl, CBSI3aHHAs C NAPECTE3UEH, NENPECCUsl, YCTAIOCTh, HAPYIICHUE NaMsATH,
HapYIICHUS CHA U HAPYIICHHS CIIyXa, 3peHHUs, BKyca U 000HSHUS), B CBSI3U C IPUEMOM XMHOJIOHOB
U (PTOPXMHOJIOHOB, B HEKOTOPBIX CIIydasix HE3aBUCUMO OT yXKe CYIIECTBYIOIMUX (HaKTOPOB PHCKa
(cm. pazpen 4.4). Yactora pa3BuUTHs CIEAYIOIIMX HEXKENATEIbHBIX PEAKIMi BBIIIE B TPYIIIE,
IIOJIy4aBUIEH CTYIIEHYATYyI0 TEPAIUIO:

Yacmo: OBBIIIEHNE aKTUBHOCTH raMMa-TIIyTaMIITpaHc(epasbl.

Heyacmo: Xenylno4yKkoBble TaXUAPUTMUU, CHIDKEHUE apTEPUAIBHOTO JIABJICHHS, OTEKH,
IICEBJOMEMOPAHO3HBII KOJUT (B OUEHb PEIKUX CIydasX aCCOLMMPOBAHHBIA C YIpOXKarOIIUMU
JKU3HU OCJIO)KHCHI/IHMI/I), Cya0oporu ¢ pasiin4dbIMU KIIMHUYCCKUMU MPOABJICHUAMU (B TOM YHUCJIC
«grand mal» nTpumagku), TraUTIOLWHALMK, HapylleHne (QYHKIUU [OYeK, IoYeyHas
HE/I0CTaTOYHOCTh (B pe3ysbTare AETHJIpATallH, YTO MOXET MPHUBECTH K MOBPEXKJICHHUIO MOYEK,
O0COOEHHO y MOKUJIBIX MAIlMEHTOB C paHEee CYIIECTBOBABIIMMU HApYIIEHUAMHU (QYHKIIUU TTOYEK).

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/Iﬁ

[Tocne Tepanuu ApyruMu GTOPXUHOIOHAMU ObUIM OTMEUEHBI cienyrouue noooyHble 3¢ (HeKTsl,
KOTOpbIE MOTYT TaKkKe€ BO3HHMKAaTb TMpPH JIEYEHUH MOKCU(IOKCAIIMHOM: TIOBBIIIEHHOE
BHYTpHUUEpPEHOE JaBlieHHe (J00poKaueCTBEHHAs BHYTpUUEpENHas TUIIEPTEH3HsL, ICEBA0OIYX0JIb
TOJIOBHOT'O MO3ra), THMIEpHAaTpPUEMHs, THMIEPKATbIUEMUs, TeMOJIMTUYECKAss aHEMHs, peaKlnuu
(OTOUYBCTBUTEIBHOCTH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marb O TM0J03pEBAEMBIX HEXKENaTeAbHbIX pPEaKLUUAX IOCIe pPEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1ebi0 00ecrnedyeHrs HeMpepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHHKaM pPEKOMEH]yeTCs
coolmate O JOOBIX MOJO3PEBAEMbBIX HEXKENATENbHBIX PEeaKIMIX JIEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIAaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOTO COK03a.

Poccuiickas @enepanus
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JCNEOOBATENEHOCTE 0001)

®denepanbHas ciyx0a 1mo Haa30py B chepe 31p ooxpaH'glI{'n;:r'

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMnOTOMBI

HmeroTcst orpaHUYeHHbBIC TaHHBIE O MEPeI0o3upOBKe MOKcH(IokcanuHa. He oTMEeueHO Kakux-
1160 000UYHBIX 3 (HEKTOB IpH MPUMEHEHHH MOKCH(pIoKcanuHa B 103¢€ 10 1200 MT 0JHOKpaTHO
u o 600 mr B Teuenue 10 nuelt u 6omnee. B cimyyae nmepe1o3upoBKY cleayeT OPUEHTUPOBATHCS HA
KIIMHUYECKYIO KApTUHY U MPOBOJAUTH CUMITOMATHYECKYIO MOAIepKUBaroIyto Tepanuto ¢ IKI™ —
MOHUTOPUHTOM.

Jleuenue

[IpuMeHeHre aKTUBUPOBAHHOTO YISl Cpa3y MOCE MEepOopalibHOTO IMpHeMa Mpernapara MOMKEeT
MOMOYb MPEAOTBPATUTh YPE3MEPHOE CHUCTEMHOE BO3JEHCTBHE MOKCH(]IOKCAIMHA B CIIydasx

HIePEI03UPOBKH.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA
®dapmakoTepaneBTUUYECKass TpyINa: aHTHOAKTEpPHAIbHBIE CPEACTBA CHUCTEMHOTO JICHCTBUS,
MIPOU3BOHBIC XMHOJIOHA; PTOPXUHOIOHBI.

Kon ATX: JOIMA14

Mexanusm geiicTBus

Mokcudnokcanud — OaKTEPUIMIHBIM aHTHOAKTEpUATIBHBIM MpenapaT HIMPOKOTO CIIEKTpa
necTBus, 8 — METOKCU(PTOPXUHOJIOH.

bakrepunmanoe aeiictBue MokcudokcanuHa o0ycIOBICHO MHIMOMpPOBaHMEM OaKTepUaIbHBIX
tonionzoMepas Il u IV, 4TO0 MpUBOIUT K HapyUIEHUIO MPOLECCOB PEIUIMKAIMHU, perapanuyd u
Tpanckpuruu ouocuuTeza JJHK MukpoOHON KIeTKH U, KaK CJIEICTBHE, K THOETH MUKPOOHBIX
KJIETOK.

dapmakoauaamuyeckue d3PHeKTol

MunnManbHBIE 6aKTepI/IHI/IJIHBIe KOHICHTpAalun MOKCI/I(l)J'IOKcaI_[I/IHa B IICJIOM COIIOCTAaBHUMBI C €TI0
MHWHUMAJIBHBIMHU I/IHI‘I/I6I/Ipy}OHH/IMI/I KOHLCHTPAIUsAMHU.

Mexanuszmvl pezucmenmuocmu
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MexaHu3Mbl, TPUBOASAIINE K Pa3BUTHIO YCTO ‘II/IBOCTI/I.IHIQ ﬁemgéﬁﬁggtﬁéaolaﬁ_&nlobﬂﬁaM

AMUHOTJIMKO3UIaM, MapKOJIMJaM U TEeTPalMKINHAM, HE BIHAIOT HA AaHTUOAKTEPHAIBHYIO
aKTUBHOCTh MoKcu(okcanuHa. [lepekpecTHOil yCTOWYMBOCTH MEXAY OTHUMHU TpyNIaMu
aHTHOAKTepUaIbHbBIX MPENapaToB U MOKCU(IOKCAIMHOM He oTMedaercs. Jo cux mop Takxke He
HAOJI0/IAIOCh CIIY4aeB IUIa3MHUIHOM ycToWuuBocTH. OOIIas yacToTa Pa3BUTHUSL YCTONYHMBOCTH
ouenp HesHaunTenbHa (107-10719). PesucreHTHOCTS K MOKCH(IOKCAIIMHY Pa3BUBAETCSA METIECHHO
OyTeM MHOXECTBEHHBIX MyTalii. MHOrOKpaTHOE BO3JCHCTBUE MOKCH(IIOKCAlMHA Ha
MUKpPOOPTraHU3Mbl B KOHILIEHTPALMSX HIKE MHUHUMAJIbHOM MHTHOMPYIOIIEH KOHIICHTPAIUH
(MHUK) compoBoxmaercsi JulIb He3HauWTEIbHBIM yBenumdeHueM MUK. Otmeuarorcst ciydan
MEPEKPECTHON yCTOMYMBOCTH K (DTOpXMHOJIOHAM. TeM HEe MeHee, HEKOTOPhIE YCTOHYHBBIC K
IpyruM (PTOPXMHOJIIOHAM TPAMITIOJIOKUTEIbHBIE U aHAadPOOHBIE MHKPOOPTaHU3MBI COXPAHSIOT
YYBCTBUTEIHHOCTh K MOKCH(DIIOKCAIIMHY.

VYcTraHoBieHO, UTO A00aBIEHHUE B CTPYKTYPY MOJIEKYJbl MOKCH(DIOKCAIIMHA METOKCUTPYIIHI B
nonokeHnn C8  yBenmMYMBaeT aKTHBHOCTh MOKCH(IIOKCAIMHA W CHIDKAeT 00pa3oBaHUE
PE3UCTEHTHBIX MYTAaHTHBIX IIITAMMOB TPaMIIOJOKHUTEIBHBIX Oakrepwii. [IpucoennHeHme
OMIMKIOAMUHOBOM TpYIIibl B MojokeHuu C7 mpeaynpekaacT pa3BUTUE aKTUBHOTO 3¢ dIrokca,
MeXaHHU3Ma PEe3UCTEHTHOCTU K (PTOPXMHOJIOHAM.

Mokcuduiokcais in Vitr0 akTHBEH B OTHOIICHUH IIUPOKOTO CIEKTpa TPaMOTPULIATEIBHBIX U
TPaMIIOJIOKHUTEIBHBIX MHKPOOPTaHM3MOB, aHa’po0OB, KHCIOTOYCTOMUMBBIX OakTepuil u
aTMIMYHBIX OakTepuii, Takux kak Mycoplasma spp., Chlamydia spp., Legionella spp., a takxe
OakTepuii, PE3UCTEHTHBIX K ff — TAKTAMHBIM ¥ MaKPOJIHUIHBIM aHTUOHOTHKAM.

Bausnue na xuweunyio mukpognopy uenosexa

B nByx uccrienoBaHusix, NpOBEACHHBIX Ha 10OPOBOJIBIAX, OTMEYAINCH CIIEIYIOIINE U3MEHEHUs
KHUIIEYHOH MUKPO(IOpHl TMOCHe MepopalibHOro mpuemMa Mokcuduokcanuua. OTMmeuanock
cHmkeHue Kourenrtpaiwii Escherichia coli, Bacillus spp., Bacteroides vulgarus, Enterococcus
spp., Klebsiella spp., a Taxxke anaspobos Bifidobacterium spp., Eubacterium spp.,
Peptostreptococcus spp. OTu u3MeHeHus: ObUTH OOpAaTUMBIMU B T€YEHHUE IBYX HENeNb. TOKCHUH
Clostridium difficile ne o0HapyxeH.

Tecmuposanue yyscmeumenvrHocmu in Vitro

Cnextp aHTHOAKTEPUATHHOM AaKTUBHOCTH  MOKCH(QIIOKCAIMHA  BKJIIOYAET  CICAYIOIIUE

MHUKPOOPraHU3MBI:
YyBcTBUTEIBHbIE YmepenHo- Pe3ucrenTHbIC
YyBCTBHTEJIbHbBIC
I'pamnosio:KkuTEIbHBIE
Gardnerella vaginalis
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(MOCHEA0EATENBHOC To 0001

Streptococcus pneumonia*

(BKITIOYAs IITAMMBI, YCTOHYUBBIC

K IICHUOWUIMHY W IITaMMbl C

MHOKECTBEHHOU
PE3UCTEHTHOCTHIO K
AHTUOMOTHKAM), a TaKxke

IITAMMBI, YCTOHYHMBBICE K JBYM
WM 0oJjiee aHTHOMOTHKAM, TaAKUM
KaK IEHULWUIAH

(MUK > 2 MKT/MII),

nedanocnopunsl |l moxoneHus
(Hanpumep, e ypokcum),
MaKpPOJIH/IBI, TETPAIKIIMHBI,

TPUMETOIIPUM/CYIIb(HaMETOKCA30IT

Streptococcus pyogenes

(rpymma A)*

I'pymima Streptococcus milleri
(S. anginosus*, S. constellatus™* u

S. intermedius™®)

I'pynma Streptococcus viridans
(S. viridans, S. mutans, S. mitis,
S. sanguinis, S. salivarius,

S. thermophilus, S. constellatus)

Streptococcus agalactiae

Streptococcus dysgalactiae

Staphylococcus aureus Staphylococcus aureus

(‘Iy'BCT BUTCJIbHBIC K MCTULIUIJINHY (pe3I/ICTeHTHLIe K

ITaMMBbI ) * METULWIINHY/0QIOKCalUHY
mTaMMbI) "

Koar YJIa30HCTaTUBHLIC KO&FYHEBOHeFaTI/IBHLIC

CTaQUIOKOKKH cTaUIOKOKKHI

(S. cohnii, S. epidermidis, (S. cohnii, S. epidermidis,

S. haemolyticus, S. hominis, S. haemolyticus, S. hominis,
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S. saprophyticus, S. simulans), e T e dphyticas. | = o0 1]
YYBCTBUTEIbHBIE K METULMILTHHY S. simulans), pe3ucTeHTHBIC K
[IITAMMBI METHIAJUTAHY IITaMMBbI

Enterococcus faecalis*

(TosmpKO IITAMMBEI,

YYBCTBUTEIIHHBIC K

BaHKOMMIIMHY u

TeHTaMHIIMHY)

Enterococcus avium*

Enterococcus faecium*

I'pamoTpunaresbHbIE

Haemophillus influenza

(BkiTrOUAs IITaMMBI,
HOPOIYLHPYIOLINE u
HETIPOIYLIUPYIOLIHE

S — naktamaspr)*

Haemophillus parainfluenzae*

Moraxella catarrhalis

(BkITrOUAs IITaMMBI,
POYUPYIOLIHE u
HETIPOIyLIUPYIOLIHe

J — nakramaspr)*

Bordetella pertussis

Legionella pneumophila* Escherichia coli*

Acinetobacter baumanii Klebsiella pneumoniae*

Klebsiella oxytoca

Citrobacter freundii*

Enterobacter spp. (E.
aerogenes, E. intermedius,

E. sakazaki)

Enterobacter cloacae*

Pantoea agglomerans

Pseudomonas aeruginosa

Pseudomonas fluorescens
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Burknoiiehia cenabO C B AOBATEMBHOCTH 0061

Stenotrophomonas

maltophilia

Proteus mirabilis*

Proteus vulgaris

Morganella morganii

Neisseria gonorrhoeae*

Providencia spp. (P.
rettgeri, P. stuartii)

AHa3po0bI

Bacteroides spp. (B.
fragilis*, B. distasonis*,
B. thetaiotaomicron*, B.
ovatus*, B. uniformis*, B.

vulgaris*)

Fusobacterium spp.

Peptostreptococcus spp.*

Porphyromonas spp.

Prevotella spp.

Propionibacterium spp.

Clostridium spp.*

Amunuunvie

Chlamydia pneumonia*

Chlamydia trachomatis*

Mycoplasma pneumonia*

Mycoplasma hominis

Mycoplasma genitalium

Coxiella burnettii

*UyBCTBUTENHHOCTh K MOKCHU(DIOKCAIIMHY MOATBEPKACHA KIMHUYECKUMU TaHHBIMH.
"TIpumenenue mpemnapata MoOKCH(IOKCAIMH HE PEKOMEHIYETCS JUId JeYeHUs HHQPEKIHiA,
BBI3BAHHBIX IITAMMaMH S. aureus, pesucteHTHbIMH K MetnnmwuinHy (MRSA). B ciyuae
MPEeJIoJIaraeMbIX HIIM TTOATBEPKICHHBIX WH(MeKwi, BeI3BaHHBIX MRSA, crienyer Ha3HA4YHThH
JIeYeHHEe COOTBETCTBYIOIIMMHU aHTHOAKTEpUAIBHBIMU MpEnapaTaMu.

I[J'IH OIMPCACIICHHBIX IITAMMOB pPacCIIpOCTPAHCHUC HpI/IO6peTCHHOI71 PE3UCTCHTHOCTH MOKET
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pa3InvaThCcsi B 3aBUCUMOCTH OT reorpaduyeckQro perd&{';:;r-lgijé; T/IE%MHE:B' Chiu ¢

3TUM MPH TECTUPOBAHUH UYBCTBUTEIBHOCTH IITAMMA JKEJIATEIIbHO UMETh MECTHYIO HH(POPMALIUIO
0 PE3UCTEHTHOCTH, 0COOEHHO NPH JICYSHUH TKEIBIX HH(DEKINH.

Ecnmu y mnamnueHToB, MNPOXOISIIMX JICYEHHWE B CTAlMOHApe, 3HA4YCHUE IUIOIAAH TIOA
(bapMaKOKMHETHYECKON KpuBOM «koHueHTpaius — Bpems» (AUC)/MUKgo, npeBsimaer 125, a
MaKcHUMalbHas KOHIeHTpanus B 1a3Me KpoBU (Cmax)/MHWKgo Haxomures B mpenenax 8—10, o
3TO MPEANoiaraeT KIMHUYECKOE yiydlleHHe. Y aMOyNaTOpHBIX MAlMEHTOB 3HAYCHUS ITHX

cypporatHbeix nmapameTpoB o0br9HO MeHbine: AUC/MIKgo>30—40.

IMapamerp AUIC* (v) Cmax’MHKago
(cpeaHee 3HaYeHHE)
MIKg0 0,125 mr/n 279 23,6
MU Kgo 0,25 mr/a 140 11,8
MM Kgo 0,5 mr/n 70 5,9

*AUIC — mromans mox uHrHOupytomiei kpuoii (coornomenne AUC/MUKgo)

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Ipu nepopansbHOM mpueMe MOKCH(IOKCALUH BCAChIBAETCS OBICTPO U MOYTH TMOJHOCTHIO.
AGcomoTHas OMOJOCTYITHOCTh COCTaBIsIeT 0K0JIo 91 %.

dapmakokrHETHKA MOKcH(pIIoKcanuHa mpu npueme B 103e ot 50 1o 1200 Mr oTHOKpaTHO, a TaKKe
600 mr/cytku B Teuenue 10 mHel siBisercs TuHEHHONW. PaBHOBECHOE COCTOSIHME JIOCTHUTAETCS B
TeueHue 3 THEeu.

[Tocne omnokpatHoro mpumeneHuss 400 mr mokcudmokcanHa Cmax B KPOBU JTOCTUTAETCs B
tedenue 0,5—4 v u cocraniuser 3,1 mr/n. [locne npuema BHyTps 400 Mr Mokcudokcanusa 1 pa3
B cyTkH CSs™ i Css™" cocrapmstor 3,2 Mr/n u 0,6 Mr/i1, COOTBETCTBEHHO.

[Tpu nmpueme MOKCHQIIOKCAallMHA BMECTE C IMHUILIEH OTMEYaeTcsl HE3HAYUTENIbHOE YBEIMUYEHUE
BpeMeHH AOCTHUKEHUSI Cmax (Ha 2 4) U He3HAuUTeIbHOE CHIKEHUE Cmax (MpHUOIM3UTENBHO Ha
16 %), mpu 3TOM IMTENHFHOCTh BCACBIBaHMS HE M3MeHseTcs. OJHAKO ATH JaHHBIE HE WMEIOT
KIIMHUYECKOT0 3HAUCHUS, U TTPeTapaT MOXKHO MPUMEHSTh He3aBUCHMO OT TIpHeMa ITHTITH.

Pacnopenenenune

MoxkcudiokcanuH ObICTPO pacIpeesseTcs B TKaHIX U OpraHax M CBA3bIBACTCS C OEIIKaMHU KPOBH
(rmaBHBIM 00pa3oM, ¢ anbOymMHHaMH) NpUMepHO Ha 45 %. OObeM pacmpeneneHust COCTaBIseT
NpUOIU3UTENBHO 2 JI/KT.

Bbicokne KOHIIGHTpalMu MOKCH(IIOKCAIMHA, TPEBBIIIAOIINE TaKOBbIE B IUIa3Me KPOBH,

CO3/IaI0TCS B JICTOYHOM TKaHU (B T.4. B IIMTEINAIbHON KUJIKOCTH, AJIbBCOJIAPHBIX MaKpO(barax),
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B HOCOBBIX Ta3zyxax (BepXe4eNfOCTHas M IMOMJIaIbHas HAIST{/)-{I/-II)E";%BFOEE& I:l'l-(g};I/IH'IE)_{IJB' gl{ﬁrax

BOCHaJICHUs (B COIEP>KMMOM ITy3bIpei IPHU MOPaKEHUHU KOXH). B MHTEpCTUIIMAIBHON KUIKOCTH
U B CIIIOHE MOKCH(IOKCAIMH OIpesenseTcs B cBOOOJHOM, HE CBSI3aHHOM ¢ OelKaMu BUJIE, B
KOHLEHTpAalluu BBIIE, 4YeM B IulasMe KpoBU. Kpome TOro, BBICOKME KOHLIEHTPALUU
MOKCH(JIOKCAallMHA OINpPENEIAIOTCS B TKaHAX OPraHOB OpIOLIHON IOJIOCTH, MEPUTOHEATbHOM
JKUJKOCTHU U )KEHCKUX I10JIOBBIX OPraHax.

Buorpancdopmarus

Mokcudnokcanun noasepraercss Ouorpanchopmanu 2-oi ¢aspl ¥ BBIBOJUTCA M3 OpraHU3Ma
IOYKaMH, a TAKKe Yepe3 KHUIIEYHUK, KaK B HEM3MEHEHHOM BHJE, TaK U B BHJIE HEAKTHUBHBIX
cynbpocoequaennii (M1) u rmokyponunoB (M2). MoxkcudiaokcaniH HE TOIBEpPraeTcs
onorpancopmalii MUKPOCOMAIBHON cucTeMoil nuroxpoma P450. Metabomutet M1 u M2
IOPUCYTCTBYIOT B IUIa3M€ KPOBM B KOHIEHTpAaLMAX HIKE, 4eM HCXOoAHoe coeauHeHue. Ilo
pe3yibTaTtaM JAOKIMHMYECKHX HCCIIEOBAaHUIM ObUIO JOKa3aHO, YTO YKa3aHHblE METaOOJIUThI HE
MMEIOT HETaTUBHOI'O BO3/ICHCTBHS HA OPIaHU3M € TOUKH 3pEHUS 0€30IaCHOCTH U IEPEHOCUMOCTH.
OJIUMUHAIMSA

[Tepuon monyBbIBeZieHNUsT MOKCH(DIOKCAllMHa COCTaBIIsAeT npuMepHo 12 yacos. CpenHuil oOmumi
KIupeHc rocie BBeneHus B o3¢ 400 mr cocrabiser 179-246 mu/mun. IlodeuHblit KimpeHc
cocraBisieT 24-53 miu/MuUH. DTO CBHJIETENBCTBYET O YAaCTUYHOH KaHAJBIIEBOH peabcopOumm
npernapara.

bananc Macc UCXOAHOro coeMHEHHUs U MeTaboauTOB 2 — i (pa3bl cocTaBisieT NpUOIU3UTEIBLHO
96-98 %, 4TO yKa3zplBaeT Ha OTCYTCTBHE OKHCIMUTENbHOro MetabonmuszMma. Okono 22 %
olHOKpaTHOM 1103bl (400 Mr) BBIBOJUTCS B HEM3MEHEHHOM BHJIE MOYKaMH, OKOJo 26 % uepes
KHILEYHHUK.

Bo3zpacr, 1o ¥ 3THHYECKas MPUHALICKHOCTh

[Ipu wuccnenoBaHuM (PapMaKOKMHETUKH MOKCHU(IOKCAIMHA Yy MYXUYHMH M JKEHIIMH ObUIN
BhIsBJICHBI pazmuuns B 33 % mo mokasarensM AUC u Chax. BcacsiBanne MokcudIiokcanuia He
3aBuceno ot noja. Pasnuuans B nokazatensix AUC 1 Cmax 66u1H 00yCIIOBIIEHBI CKOPEE pa3HULICH B
BeCe, YeM I10JIOM M HE CUNTAIOTCS KIIMHUYECKH 3HAYMMbBIMH.

He BbISBIEHO KIMHUYECKM 3HAUYMMBIX DPa3InYUid (PapMaKkOKMHETUKH MOKCHQIIOKCAllMHA Y
MAanuEHTOB PAa3JINYHbIX 3THHUYCCKUX I'PYIIIT U pa3HOro Bo3pacTra.

[ToyeyHast HETOCTATOYHOCTD

He BbIsSIBIEHO CYIIECTBEHHBIX U3MEHEHHH (apMaKOKHHETUKH MOKCH(IIOKCAIIMHA Y MAIIUEHTOB C
HapylmieHusMH  (YHKIUU TMOYeK (BKJIIOYas TAIMeHTOB C  KIMPEHCOM  KpeaTHHWHA
< 30 ma/mun/1,73 M2) M y TAalHWEHTOB, HAXOASAUIMXCA HA HENPEPHIBHOM TIeMOJUAIU3E U

JUINTEJIbHOM aMOyJIaTOPHOM NEPUTOHEATBHOM JIHAIN3E.
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(NOCNEOOBATENEHOCTE 0001)

IleueHOYHAS HEAOCTATOYHOCTD

He Obuto cymiecTBeHHBIX pa3NUuMii B KOHIEHTpPAlMM MOKCH(IIOKCAlMHA Yy TMAalUEHTOB C
HapylmeHusIMA QYHKIUU redenu (kiaacebl A u B o knaccudukanum Yaitng-I1s10) mo cpaBHeHHIO
CO 3JI0POBBIMH JJOOPOBOJIBIIAMHU M MALUEHTAMH ¢ HOPMAJIbHON (yHKLIMEH EYEHH.

eTu

dapMaKOKHHETHKA MOKCU(DIOKCAIIMHA y €Tl HE N3ydanach.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Lemmon03a mukpokpructammyeckas (MKII-101)
JlakTO3bI MOHOTHIPAT (CaXap MOJIOYHBIN)
Kpockapmennosza HaTpust

IMoBugou-K25

Marnus creapar

CocraB 000JI0YKH:

I'unpomeriosa

Turana qTuokcua

Maxporoin-4000

Kpacurenp xene3a OKCU )KeINThIi

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 roxa.

6.4. OcoOble Mepbl MPEeJOCTOPOKHOCTH NMPH XPAHEHU U

XpaHuTh NpH TemnepaType He Bbie 25 °C B OpUrHHaJIbLHON yIaKOBKe (ITauKe).

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

[To 5, 7, 10, 25 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY W3 TUICHKH TOJHMBHHUIXJIOPUTHON
aM00 TUIEHKH MOJMBUHWIXJIOPHUIHON/ MOIMBUHIWINACHXIOPUAHON U (PONBIrU  anroMUHHEBOU
[I€YaTHOW JIAKUPOBAHHOM.

Wmun mo 5, 7, 10, 25 Tabnerok B KOHTYPHYIO SYEHKOBYIO YMAaKOBKY U3 MaTepualia
KOMOMHHMPOBAHHOTO Ha OCHOBE (POJIBIH (TPEXCIOWHBIN MaTepuall, BKIIOYAIOLIUN aTIOMUHHEBYIO
¢dosbry, MIeHKY U3 OPUEHTUPOBAHHOTO MOJUAMU/IA, MOJUBUHIIXJIOPUAHYIO TUIEHKY) U (OJIbIU
AJIIOMUHHMEBOU I1€YaTHOH JIAKUPOBAHHOM.

1, 2, 3, 4,5, 6,7, 8 unu 10 KOHTYpHBIX SUEUKOBBIX YMAKOBOK BMECTE C MHCTPYKLHEH MO

MCIUTTUHCKOMY ITPUMCHCHUIO (J'IHCTOK-BKJ'I&,Z[BIH_I) NMOMCIIAIOT B KAPTOHHYIO YIIAKOBKY (naqu).
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6.6. OcoOble Mepbl NPeTOCTOPOKHOCT vﬂMmeﬂmr I:ncmmb'so'B'aH oro

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara v Ipyru€ MaHUMyJIsiMu € rpenaparom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHU S
Poccus
000 «ATomm»

445351, Camapckas o0:1., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.

7.1. IlpencraBuTenb AepKaTesisi PpericCTPALMOHHOIO YA0CTOBePeHHUs

[Iperensuu morpebUTEIEH HAIIPABIIATH 110 AAPECY:

Poccns

000 «O308»

445351, Camapckas 061., r.0. XKurynesck, r. XKurynesck, yi. ['uapoctpoureneit, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPALIAN)

[lara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepuCTUKa JIEKapCTBEHHOTo mpenapata Mokcu(iIoKkcaluH JOCTYIHAa Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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